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Spasticol Fim coated Tablets

Pinaverium Bromide

Composition:

Each Spasticol 50 film coated tablet contains:
Pinaverium Bromide 50 mg

Each Spasticol 100 film coated tablet contains:
Pinaverium Bromide 100 mg

Properties and Mechanism of Action:

Spasticol (Pinaverium bromide) is a quaternary ammonium
calcium antagonist which is selective for gastrointestinal and
biliary tracts.

Pinaverium bromide has an antispasmodic effect on the intestinal
smooth muscles, the cystis fellea, and mainly the colon.

Pharmacokinetics:

Pinaverium bromide is characteristic for its selective distribution
in the digestive tract, low absorption, low enterohepatic cycle
and almost exclusive elimination in the feces.

Indications:

Spasticol is indicated for:

- the treatment and relief of symptoms associated with
Irritable Bowel Syndrome (IBS), characterized by abdominal
pain, bowel disturbances (diarrhea and/or constipation), and
intestinal discomfort (floating).

- the treatment of symptoms related to functional disorders of
the biliary tract.

- the preparation for barium enema.

Contraindications:

Spasticol is contraindicated Iin patients with known
hypersensitivity to pinaverium bromide or any other component
in this product.

Special Precautions:

Drug contact with esophageal mucosa may be irritating. To
minimize this risk, it is strongly recommended that tablets are
taken with a glass of water during meals or snacks. To avoid
prolonged esophageal contact, tablets should not be taken
when in the lying position or just before going to bed.

Pregnancy and Lactation:
Spasticol should only be used during pregnancy upon the
prescription of a physician, who can assess the benefits/risks

ratio for each individual case.

Women should consult their physician in the case of a possible
pregnancy, when planning a pregnancy, or if they are breast-
feeding.

Effects on ability to drive and use machines:
None.

Drug Interactions:
No food interactions with Spasticol have been observed.

Side Effects:

Minor adverse events were reported; mainly minor digestive
disorders that may be related to the disease, such as gastric
pain and/or fullness, nausea, constipation, heartburn, bloating
or diarrhea. Other less common side effects include headache,
dryness of the mouth, drowsiness, dizziness and skin allergy.

Dosage & Administration:

The usual adult dosage is one 50 mg tablet three times per day.
When needed, the dosage may be increased up to one 100 mg
tablet 2 or 3 times per day.

Tablets should be taken with a full glass of water during a meal.
Tablets should not be sucked or chewed.

Tablets should not be swallowed when in the lying position, or
just before bedtime.

Overdosage:

In case of overdosage, gastric lavage is recommended.

How Supplied:

Spasticol 50: 10 or 30 Film Coated Tablets.

Spasticol 100: 10 Film Coated Tablets.

Storage:

Store between 15-30°C, away from light, heat, and moisture.
Keep out of the reach of children.

THIS IS A MEDICAMENT

-A medicament is a product but unlike any other products.
-A medicament is a product which affects your health, and its consumption contrary to instructions is dangerous for you.
-Follow strictly the physician's prescription, the method of use and the instructions of the pharmacist who sold the

medicament, the physician and the pharmacist are experts in medicine, its benefits and risks.
-Do not by yourself interrupt the period of treatment prescribed for you.
-Do not repeat the same prescription without consulting your physician.

KEEP THE MEDICAMENTS OUT OF THE REACH OF CHILDREN

Revised in July, 2014 3 Ed.

Council of Arab health Ministers & Union of Arab Pharmacists
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